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Prepared: June 17, 2011

Submitter/Holder:
Company Name: CANON INC.
Company Address: 30-2 Shimomaruko 3-chome, Ohta-ku, Tokyo 146-8501, Japan
Contact Person: Naoyasu Asaka
Phone Number: (81)3-3758-2111
Fax Number: (81)3-5482-3960

Proposed Device:
Reason For 5 1 0(k): New Model
Trade Name: CANON INC.
Model Name: Full Auto Tonometer TX-20P
Classification Name: HKX, Tonometer and accessories.
FDA 5 10(k) #: To be assigned

Predicate Device:
Trade Name: CANON INC.
Model Name: Canon Full Auto Tonometer TX-F
Classification Name: HKX, Tonometer and accessories.
FDA 5 10(k) #t: K0238 16

Description of Device:
The Canon Full Auto Tonometer TX-20 is a tonometer designed using a non-contact measurement system. Air
puff gently measures the intraocular pressure with the help of a full auto-alignment system.

Intended Use:
The Canon Full Auto Tonometer TX-20 is intended to be used for the measurement of intraocular pressure of
the human eye.

Comparison to Predicate:
The TX-20 is substantially equivalent to the predicate device identified previously with regard to intended use,
safety and effectiveness.

Performance testing:
The Electrical safety, Electromagnetic compatibility and other performance testings were performed on the
TX-20 and the TX-20 complies with applicable standards and guidances. Evaluation performed on the
TX-20 demonstrated that it's safe and effective.

Conclusion:
The Performance Data demonstrate that TX-20 is as safe and effective as predicate device, Canon Full Auto
Tonometer TX-F. Based on the information in this submission, similarity to predicate device, and the results
of our design control activities and non-clinical testing, it is the opinion of CANON INC. that the Full Auto
Tonometer TX-20 described in this submission is substantially equivalent to predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES I ubliu I IzdI1 Scl' we

Canon. Inc. - Mledical LqUiprneru Group
c/o Mr Anj Kubo
Ml anauer
Casinos Co iomw1
6-5-3 Beaune l-Ionkomauoine 21F. I-il Ooiua011:In13 Unkvo--kLi
Tokyo. I113-0021 SEIz o'
J1apan

Re: K! 11710
lind/Devce N4ame: Canon TWO2 Pull Auto onometer
IC.egulaiion Numliber: 21 CFR 8 86.1930
keen IUatioiil Name: lonomenter and accessories
.Ree Ilatary C lass: Class I I
Product Code: l-IKX
Dated: August 30, 201 1
Received: ALuust 3 1 ,201 1

Dear Mr. Kurbo:

We have re Vie\Ve(I \'OUr Section 5SI 0(1k) pVC market notificeat ion of intent to market the device
referenced above and have determinecl the device is substantially eqluivalent (for- the indications
for tise staed in the enclosure) to legally marketed lpredlicate dlevi ces marketed in interstate
connmerce prior to May 28, I1976, dhe enactment (late o f'the M/edical Device A mendmentis, or to
dlevices that have been reclassified in accordance ki ii the pro visions of thie Federal Food, Druga.
and Cosmetic Act (Act) tha do not require approva of a premarket approval application (P NI A).
YOU may. therefore, market the dlevice. subject to the general contraols provisions of the Act. The
general contraoIs provisions af Wte Act include requirements for annual Ireg istration, Ilistinga of
devices, goodl ranu fctu ring practice, labeing, and prohibitions against iisbrandinag and
ad UIIrra rio n. P1 ase note: CD RI-I does not e valuiiate infoarmation relIated to coracet Ii at) it y
\varranties. We remind you, however. that de\'ice labeling must be truthful and not misleading.

If yair device is classi tied (See above) into either class [[ (Special Controls) or class Ill (PMIA). it
may be sir bject to add itioal controlIs. Lixistir nMraj or regalI ationIs a ffectilu rOig o device canl be
found in the Code of Federal RealiationIs. Title 2n Parts 800 to 898. [i addition. FDA miay
puiblishI further ainnouncemnents conicer niria your devi ce in the Federal Rca i ster.



Page 2 - Mr. Koj i IKubo

Please be advised that FDA's issuance of a substaana equivalence detenation does not mean
that IDA has madie a cleteriiinatioit tht your device complies it other reqiiirenens of the Act
or any- 'edleral statutes and regulation adininste-ed by other Federal agtencies. You MUi
coitplV With all the A-\t's reqthiitents. includinu btit not imACite to: registration and listing (21
(FR Part 807); labeling (21 CFR1 Part 801); mediTcal device repotng (reporinu 1 medical
device-related ad verse events (2 I C FR 803); good rnanu f1aettiringS pi-ac U cc reqti i remnts as set
orth in tMe qiuaky -ysems (QS) regulation (2I CUR Part 820); and ifapplicabl, the elecvtroic

produtct radaton eonitrolI provisions (Sections 53 1-542 oft he Act); 21I CF R I 000-1050.

Ifvoti des ire speciei Wace for yo)utr device 0n otir Iabe Iinc regtilation (21 CFR Part 1101I), please
go to tyhtp/Wwxvdaov/AboitFDA/Cciitcni ces/C I)RI-iC I) RII]cesuc iI 1 5809. oto
te Center for lD\CAs ainc Radiological NOW cat's(DRI-I') 001-cc of Compliance. Also please

note the reguhltioind tied. "NMisbrandiitg by reference to pillnrket tiotifhcatioil (21CFR Part
807.97) For questions regarding tile reporting ofHadver-se events Uiider the NA~ DR egulation (21
CAN Part 803). please go to

fifp /\WW.fd. oy/i d ca Dvice/Safey/ept ra robemdcfaait hnlfor tile CD RI-I offi1ce
ol'Stirycilance and Bioilletics/DhIision of Pomarket Surveillane.

Yoti nay obtajin other geineral inthratioil oit yotir respnsibiites uinde~r the Act from the
Division of Sill Mnltiacturers, International and Consumeor Assistailce at its toll-free numtber
(800) 638-204 1 or (301) 796-7 100 or at its lInterinet address
litt tp:/w va.,- osv/MIed ical Dev ices> Reso uaces fo You/I md istv/de fAu It AI tit

Sincerely yours,

N'lalvina B. Eydcl nlaitN/l.D.

Di visioin of Ophthal i c, Neurvological.
aind Ear, Nose and Throat Devices

0ffice of Device Lva I uation
Ceilter for Devices and

Radiological -Heal th

Enclostie



Indications for Use

510(K) Number (if known): t . T
Device Name: Full Auto Tonometer TX-20

Indications for Use:

The Canon Full Auto Tonometer TX-20 is intended to be used for the measurement of intraocular
pressure of the human eye.

Prescription Use X OR Over-The-Counter Use _____

(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHERT PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)
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(Division Sign-ofy)
Division Of Ophaimic, Ncumoio aWar,~
Nose and Thinst Devices

Sl(k)Number .. j6740


